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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication, 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)Q This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [3 Claim(s) 1-17,24-28 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^3 Claim(s) 1-5.14 and 15 is/are rejected. 

7) E3 Claim(s) 6-13.16,17 and 24-28 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on _____ is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 0 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

30 Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Notice of DraftspersorYs Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
Paper No(s)/Mail Date . 
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5) □ Notice of Informal Patent Application (PTO-152) 
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DETAILED ACTION 
Non-Final Rejection 

Claims 1-17 and 24-28 are pending. 

Prosecution on the merits of this application is reopened on claims 1, 2, 3, 4, 5, 14, and 
15 are considered unpatentable for the reasons indicated below: a new 102(e) rejection. 

Applicant is advised that the Notice of Allowance mailed 4/28/04 is vacated. If the issue 
fee has already been paid, applicant may request a refund or request that the fee be credited to a 
deposit account. However, applicant may wait until the application is either found allowable or 
held abandoned. If allowed, upon receipt of a new Notice of Allowance, applicant may request 
that the previously submitted issue fee be applied. If abandoned, applicant may request refund or 
credit to a specified Deposit Account. 

Priority 

Applicant's claim for domestic priority under 35 U.S.C. 1 19(e) is acknowledged. 
However, the provisional application upon which priority is claimed fails to provide adequate 
support under 35 U.S.C. 1 12 written description for claims 1-5, 11-17, and 26-28 of this 
application. 
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The provisional application filed on 4/28/00 does not disclose 4 rod repeat mini- 
dystrophins. The lack of teaching in the provisional application is highlighted by page 56 and 
60. 

"To ensure sufficient physical flexibility of the protein, all of our mini-dystrophins still 
retain at least five rod repeats (Rl, R2, R22, R23 & R24) and 2 hinges (HI and H4) in the central 
rod domain (Fig. 1)." See page 56. 

"However, the mini-dystrophin genes reported here accommodated at least 5 rod repeats 
(Rl, R2, R22, R23 and R24) and two hinges (HI and H4). Therefore we hypothesized that the 
length of the central rod domain is the most critical factor, based on the fact that a major role of 
dystrophin is to crosslink the myofiber cytoskeleton and plasma membrane and stabilize the 
structure during muscle contraction. If the dystrophin is too short to span the sliding distance 
between the cytoskeleton and plasma membrane during muscle contraction, the crosslink will be 
disrupted and the muscle membrane will become unstable and prone to mechanical damages " 
See page 60. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 
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Claims 1, 2, 3, 4, 5, 14, 15 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Chamberlain et al. (US 2003/0216332). Chamberlain teaches a mini-dystrophin nucleic acid 
encoding a protein consisting of N-terminal domain, four spectrin-like repeats, an HI and H4 
domain of the dystrophin gene, a cysteine-rich domain and a C-terminal domain (page 8 and 
Figure 27). Chamberlain teaches that the nucleic acid is less than 5 kb in length (page 4). 
Chamberlain teaches that the protein can further comprise an H2 domain or an H3 domain of the 
dystrophin gene (Figure 27). Chamberlain further teaches using AAV vectors (pages 40-41). 
Chamberlain further teaches linking the nucleic acid to expression control elements (e.g., MCK 
or CMV) in an AAV vector (page 7 and pages 36-38). 

Conclusion 

Claims 6-13, 16, 17, and 24-28 are free of the prior art of record. 

Claims 6-13, 16, 17, and 24-28 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

If a copy of a provisional application listed on the bottom portion of the accompanying 
Notice of References Cited (PTO-892) form is not included with this Office action and the PTO- 
892 has been annotated to indicate that the copy was not readily available, it is because the copy 
could not be readily obtained when the Office action was mailed. Should applicant desire a copy 
of such a provisional application, applicant should promptly request the copy from the Office of 
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Public Records (OPR) in accordance with 37 CFR 1.14(a)(l)(iv), paying the required fee under 
37 CFR 1.19(b)(1). If a copy is ordered from OPR, the shortened statutory period for reply to 
this Office action will not be reset under MPEP § 710.06 unless applicant can demonstrate a 
substantial delay by the Office in fulfilling the order for the copy of the provisional application. 
Where the applicant has been notified on the PTO-892 that a copy of the provisional application 
is not readily available, the provision of MPEP § 707.05(a) that a copy of the cited reference will 
be automatically furnished without charge does not apply. 

There was a protest under 37 CFR 1.291 filed on 5/19/04. However, the protest was 
untimely because the protest was filed after the mailing of the notice of allowance under 37 CFR 
1.311, and it is not being entered in the application file. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Whiteman whose telephone number is (571) 272-0764. 
The examiner can normally be reached on Monday through Friday from 7:00 to 4:00 (Eastern 
Standard Time), with alternating Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, John LeGuyader, SPE - Art Unit 1635, can be reached at (571) 272-0760. 

Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center located in Crystal 
Mall 1. The faxing of such papers must conform with the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The CM1 Fax Center number is (703) 872-9306. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Brian Whiteman 

Patent Examiner, Group 1635 



SCOTT DPRIEBE.PH.D 
PRIMARY EXAMINER 
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JASEMINE C. CHAMBERS 
DIRECTOR 
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